Application Serial No.: 10/677,947 
Amendment dated October 10, 2006 
Reply to Office Action of June 8, 2006 

Amendments to the Drawings/Replacement Drawings : 

Submitted herewith is a replacement drawing for FIGS. 1 and 2. An annotated drawing 
of original FIGS. 1 and 2 is submitted herewith to depict the changes to the drawings. 

FIG. 1 has been amended to depict the "valve assembly rolled over the stent support," 
and corresponding reference number 21 has been added to more clearly depict the invention 
claimed and described. Support for this feature is found in original paras. 0036 (last sentence) 
and 001 1 1 (first sentence), as well as in claim 22 as originally filed. 

FIG. 2 has been amended to include reference numbers 23 and 25 to indicate the radial 
portions 23 and slack portions 25, respectively, of the valve assembly. 

No new matter is added by these amendments to the drawings. 
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REMARKS 

Amendments to the Specification : 

By this amendment, para. 001 16 has been amended to conform to changes made to the 
drawings. The changes to para. 001 16 are supported throughout the specification, including at 
paras. 0036 and 001 1 1, as well as in the drawings as original filed. No new matter is added by 
the amendments. 

Amendments to the Claims : 

By this amendment, claim 1 has been amended to provide proper antecedent basis for a 
recited term. Claim 4 has been amended to remove language that is not believed necessary in 
view of the amendment to claim 1 . Claim 5 has been cancelled. Claim 7 has been amended to 
clarify the invention claimed. Claims 19, 24-30, 33-38, 45, 46, 52-58, 60-62, 67, 68, 72, and 75 
have been withdrawn. Claim 43 has been amended to clarify the invention claimed. Claim 74 
has been withdrawn and amended to recite an "expandable balloon" instead of an "angioplasty 
balloon." Claim 84 has been amended to correct a minor typographical error. No new matter is 
added by the amendments. 

Amendments to the Drawings : 

In amended FIG. 1, the claimed feature of "valve assembly rolled over the stent support" 
and corresponding reference number 21 has been added to more clearly depict the invention 
claimed and described. Support for this feature is found in original paras. 0036 (last sentence) 
and 00111 (first sentence), as well as in claim 22 as originally filed. Additionally, FIG. 2 has 
been amended to include reference numbers 23 and 25 to indicate the radial portions 23 and 
slack portions 25, respectively, of the valve assembly. No new matter is added by the 
amendments. 

The Objection to the Drawings 

On page 2 of the Office action, the Examiner objected to the drawings as failing to 
depict the claimed features of "valve assembly rolled over the stent support" and "slack portions 
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free of sutures." With respect to the "valve assembly rolled over the stent support," this feature 
has been added to FIG. 1 as amended, including the addition of reference number 21 as well as 
corresponding changes to para. 001 16 of the specification. With respect to "slack portions free 
of sutures," however, Applicant notes that this feature is already present in FIG. 2. For further 
clarification, Applicant has added to FIG. 2 reference numbers 23 and 25, which point to the 
(stitched, glued, or otherwise secured) radial portions 23 and to the slack portions 25, 
respectively, of the valve assembly 20. As can be seen in FIG. 2 as amended, the slack portions 
25 are free of sutures which might be used to secure radial sections 23 (i.e., non-slack portions) 
of adjacent material together. Corresponding amendment has also been made to para. 001 16 of 
the application. No new matter has been added by these amendments, and the drawings as 
amended are believed to be in compliance with 37 CFR 1.83(a). 

The §1 12 Rejection of Claims 1-6 

The Examiner rejected claims 1-6 due to a lack of antecedent basis in independent claim 
1 for the limitation of "the collapsible slack portions." By this amendment, claim 1 has been 
amended to provide the proper antecedent basis, and also to more clearly recite that the 
collapsible slack portions are leaflet portions. All claims are now believed to be in compliance 
with §112. 

The $102 Rejections of Claims 1-13, 16, 18, 20, 21, 23. 31, 32, 43, 44, 59, 69, and 70 

In the Office Action, the Examiner rejected claims 1-13, 16, 18, 20, 21, 23, 31, 32, 43, 
44, 59, 69, and 70 as being anticipated by Letac et al. (EP 850607). In view of the above 
amendments and the below remarks, the claims as amended are believed allowable. 

Claims 1-6 : 

Independent claim 1 as amended recites the entirety of one or more collapsible leaflet 
portions of the valve assembly being held away from the stent structure to form a sinus between 
the collapsible leaflet material and the stent structure inner surface. This is different from the 
valve depicted and described in Letac et al. In Fig. 4b, Letac et al. depicts slack portions having 
edges positioned away from the stent structure. However, there is no indication in Letac et al. 
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that the slack portion edges are actually being held away from the stent structure. Instead, it 
appears that the valve depicted in Fig. 4b of Letac et al. is in a nearly but not quite fully open 
configuration, with the slack portion edges at the valve outlet merely spaced slightly away from 
(instead of physically held away from) the adjacent stent structure. Further, the slack portions 
that are adjacent the inlet end of the valve structure are depicted as being directly against the 
stent structure, and are not held away from the stent structure. 

For further clarification, claim 1 of the current application has been amended to recite 
that one or more of the slack leaflet portions in its entirety is held away from the stent structure. 
This feature is described and depicted in several portions of the specification and drawings, 
including in FIG. 3 wherein the stitching 66 serves to position the entirety of the valve leaflets 
72, 74 away from the interior surface of the support stent 54. This feature is quite different from 
the teachings of Letac et al. Accordingly, claim 1 as amended and claims 2-5 that depend 
therefrom are believed allowable over the cited art. 

Claims 7-13. 16, 18, 20. 21. 23. 31, and 32 : 

Independent claim 7 as amended recites "the support stent provided with a plurality of 
longitudinally rigid support beams of fixed length," with new language clarifying that the 
longitudinally rigid support beams are parallel to a flow axis. While Letac et al. discloses 
"rectilinear struts" (see, e.g., col. 12, lines 34-51; Fig. 4b, element 17) that appear to be 
longitudinal (and which the Office Action referenced as "longitudinal support beams"), the 
rectilinear struts are secured to the valve leaflet portion of the assembly, and are not a part of the 
support stent. Nowhere in Letac et al. is it taught or suggested that the rectilinear struts (17) are 
a part of the support stent, or that the Letac device is "configured so that retrograde flow will be 
altered from laminar flow and directed towards the leaflets to effect closing." Accordingly, 
claim 7 and its dependent claims 8-13, 16, 18, 20, 21, 23, 31, and 32 are believed allowable over 
Letac et al. 

Claims 43.44. 59. 69. and 70 : 

Independent claim 43 as amended recites "the support stent provided with a plurality of 
longitudinally rigid support beams of fixed length." [Emphasis added]. As discussed 
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previously with respect to the rejection of claim 7, Letac et al. fails to teach rectilinear struts 
being part of the support stent. 

Independent claim 43 has also been amended to include the limitation that the support 
frame adjacent the inlet end of the flexible conduit is wider in diameter than the inlet end of the 
flexible conduit. No such feature is present in Letac et al. Accordingly, claim 43 and its 
dependent claims 44, 59, 69, and 70 are believed allowable over Letac et al. 

Claims 76-8 L 83-86, and 88 : 

The Examiner rejected claims 76-81, 83-86, and 88 as being anticipated by Park et al. 
(EP 01264582). The rejection is respectfully traversed, as discussed below. 

Independent claim 76 recites a valve prosthetic device for cardiac implantation 
comprising a stent with two portions having two different diameters, with a valve assembly inlet 
end positioned within the first portion. Dependent claim 77 adds the further limitation that the 
first portion (i.e., the portion with the valve assembly inlet end) has a larger diameter than the 
second portion. While Park et al. depicts a valve and stent assembly having some of these 
features, the Park et al. assembly is not indicated as being appropriate for cardiac implantation. 
Instead, the Park et al. assembly is described for use with the gastrointestinal system. 

Claims 78-81, 83-86, and 88 are even further removed from the teachings of Park et al. 
because these claims all provide the additional limitation that the second portion (i.e., the 
smaller diameter portion) is downstream of the valve inlet (which is contained in the first 
portion). For example, dependant claim 78 (from which claims 79-81 depend) recites the 
additional limitation that "the support stent second portion is downstream of the valve assembly 
inlet end." [Claim 78, emphasis added.] Independent claim 83 (from which claims 84-86 and 
88 depend) recites a valve with support stent, wherein the support stent has a first portion with a 
first diameter, a second portion with a different second diameter, with the " valve assembly inlet 
end is secured to the first portion of the support stent, and the second portion of the support stent 
is downstream of the valve assembly inlet end." [Claim 83, emphasis added.] 

The limitation in claims 78-81, 83-86, and 88 regarding the downstream positioning of 
the second portion of the support stent with respect to the valve inlet end is directly opposite to 
the teachings of Park et al. Park et al. provides a support stent with two sections, with a valve 
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assembly positioned in the first section. The second stent section or Park et al., however, is 
upstream of the valve inlet end, as can be seen in Figs. 1-4 of Park et al. Referring to Fig. 1 of 
Park et al. it can be seen that the assembly includes a stent having a first cylindrical body portion 
(2) and a second cylindrical body portion (4), with a valve (12) formed within the first 
cylindrical body portion (2). The second cylindrical body portion (4) is upstream of the valve 
(12) and the first cylindrical body portion (4). 

LOWER STREAM 
i 

j 



UPPER STREAM 


As discussed above, the upstream positioning of the stent second portion with respect to 
the valve inlet end taught by Park et al. is directly contrary to claims 76-81, 83-86, and 88, all of 
which include the limitation (either directly or through dependence) that the second portion of 
the stent is downstream of the valve inlet end. Accordingly, claims 76-81, 83-86, and 88 are 
allowable over Park et al. 

The $103 Rejection of Claims 14, 17. 22, and 71 over Letac et al. and Zakai et al. 

The Office rejected claims 14, 17, 22, and 71 over Letac et al. and Zakai et al. Claims 
14, 17, and 22 depend from claim 7, which as discussed above recites a support stent having 
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rectilinear struts, as well as features regarding configurations for retrograde flow and laminar 
condition. Zakai et al. also does not teach such features, so that dependent claims 14, 17, and 22 
are believed allowable over the recited art. Claim 71 depends from claim 43 as amended, which 
as discussed above recites the support structure having a diameter adjacent the inlet that is wider 
than the inlet diameter of the flexible conduit. Dependent claim 71 is thus also believed 
allowable over the cited art. 

The $103 Rejection of Claim 15 over Letac et al. and Bailey et al 

The Office rejected claim 15 over Letac et al. and Bailey et al. Claim 15 depends from 
claim 7, which as discussed above recites a support stent having rectilinear struts, as well as 
features regarding configurations for retrograde flow and laminar condition. Zakai et al. also 
does not teach such features, so that dependent claims 1 5 are believed allowable over the recited 
art. 

The §103 Rejection of Claims 82, 87, and 89 over Park et al. and Zakai et al. 

The Office rejected claims 82, 87, and 89 as being obvious over Park et al.'s teaching of 
different diameter heart stents with Zakai et al.'s teachings of valves made of pericardial tissue 
and of stitching valves to a metal stent. Each of claims 82, 87, and 89 depend from claims 77 or 
83, and thus include the limitation that the stent second portion is downstream of the valve inlet 
end. As discussed above with respect to the §102 rejection of claims 77 and 83, Park et al. 
teaches the exact opposite, i.e., a stent second portion that is upstream of the valve inlet end. 
Accordingly, claims 82, 87, and 89 are allowable. 

Fees Due to File This Amendment 

Prior to the pending Office Action, a fee was paid for the original 75 claims, with 5 of 

them being independent claims. The aforementioned claim amendments have not resulted in more 

than the original number of claims, and thus no claim fees are believed to be due to file this 

amendment. 
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Petition for Extension of Time to Respond 

Pursuant to 37 C.F.R. 1.136(a), Applicants hereby request an extension of time for One 
Month to respond to the above-referenced Office Action. The Commissioner is hereby authorized 
to charge the required fee of $120.00 to Deposit Account No. 50-1225 (Docket No. PVI-5790). A 
duplicate copy of this sheet is enclosed. 


Should the Examiner have any remaining questions, the Examiner is encouraged to 
contact the attorney of record at the telephone number shown below. 


Conclusion 


Respectfully submitted, 



Richard B. Cates 
Registration No. 36,100 
EDWARDS LIFESCIENCES LLC 
One Edwards Way 
Legal Department 
Irvine, California 92614 
Telephone: (949) 250-6803 
Facsimile: (949) 250-6850 
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